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DETAILED ACTION 
Acknowledgment is made of the receipt of Applicant's response made under 37 CFR 
1.111 and 1.113. 

Full consideration has been given to Applicant's arguments and declaration, however, 
Applicant's arguments do not distinguish over the prior art of record. Applicant argues that the 
rejection of Claims 1 and 4-18 made under 35 U.S.C. 103 as being unpatentable over Arntzen et 
al. in view of Koprowski et al., and further in view of Stites et al. is a new rejection, and therefore 
should be removed. However, this is not found persuasive because the substantial amendment of 
the claims by Applicant necessitated the adjustment in the rejection. Thus, the rejection made in 
the previous office action is maintained. 

Applicant urges that the teachings of Arntzen provide no data for raising an immune 
response by ingestion, and that the ingestion of the transgenic tomato taught by Arntzen, as 
evidenced by the Declaration of Dr. Yasmin Thanavala, does not raise any significant immune 
response. Applicant concludes that the patent of Arntzen does not provide any suggestion or 
teaching to the claimed invention. Contrary to Applicant's arguments, Arntzen clearly teaches an 
anti-viral vaccine produced in transgenic plants, wherein the vaccine is administered through the 
consumption of an edible plant, such as the tomato or the potato, preferably in the form of a fruit 
or vegetable juice or through standard vaccine procedure. Moreover, Arntzen specifically teaches 
methods of making a transgenic plant expressing an immunogen derived from hepatitis B surface 
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antigen, wherein the immunogen is capable of eliciting an immune response in an animal by 
consumption of the plant material. 

Applicant further argues that Anrtzen discloses or suggest no way in which a high immune 
response could be orally obtained, and that the teachings of Koprowski and Stites do not 
reasonably suggest the claimed invention. However, Applicant's arguments are not deemed 
persuasive. With Arntzen expressly teaching that the physiologically acceptable plant materials 
expressing hepatitis B surface antigen could be used to both prime the mucosal immune system 
and/or stimulate the humoral immune response in a dose dependent manner and with Koprowski 
teaching the oral delivery of plant material expressing a viral antigen in combination with an 
adjuvant, it would have been obvious to one of ordinary skill in the art to provide a method for 
providing a serum IgM and IgG response specific to hepatitis B surface antigen because it was old 
and well-known in the art at the time the invention was made that the delivery of a vaccine or 
therapeutic compound with an adjuvant facilitates and improves its immunological therapeutic 
activity in an individual, as evidenced by the teachings of both Koprowski and Stites. 

Thus, the claimed invention was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made especially in the absence of evidence to the contrary. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Michele Flood whose telephone number is (703) 308-9432. Any inquiry of 
a general nature or relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent Examiner, 
Michael Wityshyn whose telephone number is (703) 308-4743. 
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